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21 CFR Ch. I (4–1–98 Edition)§ 172.335

1 Copies are available from: Association of
Official Analytical Chemists International,
481 North Frederick Ave., suite 500, Gaithers-
burg, MD 20877–2504, or examined at the Of-
fice of the Federal Register, 800 North Cap-
itol Street, NW., suite 700, Washington, DC
20408.

§ 172.335 D-Pantothenamide.

The food additive D-pantothenamide
as a source of pantothenic acid activ-
ity, may be safely used in foods for spe-
cial dietary use in an amount not in
excess of that reasonably required to
produce its intended effect.

§ 172.340 Fish protein isolate.

(a) The food additive fish protein iso-
late may be safely used as a food sup-
plement in accordance with the follow-
ing prescribed conditions:

(1) The additive shall consist prin-
cipally of dried fish protein prepared
from the edible portions of fish after
removal of the heads, fins, tails, bones,
scales, viscera, and intestinal contents.

(2) The additive shall be derived only
from species of bony fish that are gen-
erally recognized by qualified sci-
entists as safe for human consumption
and that can be processed as prescribed
to meet the required specifications.

(3) Only wholesome fresh fish other-
wise suitable for human consumption
may be used. The fish shall be handled
expeditiously under sanitary condi-
tions. These conditions shall be in ac-
cordance with recognized good manu-
facturing practice for fish to be used as
human food.

(4) The additive shall be prepared by
extraction with hexane and food-grade
ethanol to remove fat and moisture.
Solvent residues shall be reduced by
drying.

(b) The food additive meets the fol-
lowing specifications: (Where methods
of determination are specified, they are
Association of Official Analytical
Chemists Methods, 13th ed., 1980, which
are incorporated by reference). 1

(1) Protein content, as N × 6.25, shall
not be less than 90 percent by weight of
the final product, as determined by the
method described in section 2.057, Im-
proved Kjeldahl Method for Nitrate-
Free Samples (20)—Official Final Ac-
tion.

(2) Moisture content shall not be
more than 10 percent by weight of the
final product, as determined by the
method described in section 24.003, Air
Drying (1)—Official First Action.

(3) Fat content shall not be more
than 0.5 percent by weight of the final
product, as determined by the method
described in section 24.005, Crude Fat
or Ether Extract—Official Final Ac-
tion.

(4) Solvent residues in the final prod-
uct shall not be more than 5 parts per
million of hexane and 3.5 percent etha-
nol by weight.

[46 FR 38072, July 24, 1981, as amended at 47
FR 53344, Nov. 26, 1982; 54 FR 24897, June 12,
1989]

§ 172.345 Folic acid (folacin).
Folic acid (CAS Reg. No. 59–30–3),

also known as folacin or folate, may be
safely used in food as a nutrient in ac-
cordance with the following prescribed
conditions:

(a) Folic acid is the chemical N-[4-
[[(2-amino-1,4-dihydro-4-oxo-6-pteri-
dinyl)methyl]amino]benzoyl]-L-glu-
tamic acid.

(b) Folic acid meets the specifica-
tions of the ‘‘Food Chemicals Codex,’’
3d ed. (1981), pp. 125 to 126, which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
Copies may be obtained from the Na-
tional Academy Press, 2101 Constitu-
tion Ave. NW., Washington, DC 20418,
or may be examined at the Center for
Food Safety and Applied Nutrition’s
Library, 200 C St. SW., rm. 3321, Wash-
ington, DC or at the Office of the Fed-
eral Register, 800 North Capitol St.
NW., suite 700, Washington, DC.

(c) Folic acid may be added to foods
subject to a standard of identity estab-
lished under section 401 of the Federal
Food, Drug, and Cosmetic Act (the act)
when the standard of identity specifi-
cally provides for the addition of folic
acid.

(d) Folic acid may be added, at levels
not to exceed 400 micrograms (µg) per
serving, to breakfast cereals, as defined
under § 170.3(n)(4) of this chapter, and
to corn grits at a level such that each
pound of corn grits contains not more
than 1.0 milligram of folic acid.

(e) Folic acid may be added to infant
formula in accordance with section
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